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NOV 13 Ig8i SUBSTANCES

MEMORANDUM

SUBJECT: PP#9F3811. Dietary Risk Analysis for Myclcbutanil
(Rally/Nova) in/on Cherries, Nectarines, and Peaches.

FROM: James P. Kariyaguéugiﬂ
Dietary Exposure Seé&dtion
Health Effects Division (H7509C)

TO: Julie Fairfax/Susan Lewis VHA;//’/
Registration Division (H7505C)

Action requested

In response to A. Lindsay's request to P. Fenner-Crisp dated
November 6, 1991 for an expedited estimate of the dietary
exposure to Myclobutanil in/on cherries, nectarines, and peaches,
the attached Dietary Risk Evaluation System run was performed.
This memorandum updates information in the December 20, 1990 memo
from the Dietary Exposure Section on the same crops.

Discussion

The toxicology endpoint and residue information is identical
to that in the Dec. 20, 1990 memoc with the exception of the
residue level for cherries, which has been reduced to 4 ppm. (It
is DES' understanding that although Chemistry Branch - Tolerance
Support has not received a revised Section F proposing the
appropriate tolerance of 4 ppm, the Registration Division is
requesting that dietary risk analysis using this level be
performed at this time.)

Please note that the temporary tolerances on cucurbits are
expected to expire in late January 1992, and that exposure from
these sources is likely to decline.

Exposure analysis:

General U.S. population (48 states): The Theoretical
Maximum Residue Contribution from the uses in/on cherries at 4
ppm, nectarines at 2 ppm, and peaches at 2 ppm would add exposure
of approximately 2.4% of the Reference Dose (RfD) to the exposure
from published and pending uses, which stands at approximately
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6.7% of the RfD. The total exposure is expected to be
approximately 9.1% of the RfD.

Non-nursing infants less than 1 year old: It appears that
the exposures through cherries, nectarines, and peaches at the
levels noted will amount to approximately 18.4% of the RfD for
non-nursing infants less than one year old. The total of all
exposures is estimated to be 54% of the RfD for this subgroup.

Please note that the cautionary statements in the December
20, 1990 memorandum still apply.

cc: vDRES file
Caswell #723K
Chemistry Branch - Tolerance Support
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TOLERANCE ASSESSMENT SUMMARY FOR Systane (Myclobutanil/Rally) DATE: 11/06/1
' CASWELL #723K

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.0014610  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 6.439 % OF THE ADI,
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.000807  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 2.426 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.002217  MG/KG/DAY

THE NEW TMRC WILL OCCUPY 8.865 X% OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OFf: 0.000062  MG/KG/DAY
THIS TMRC WILL QCCUPY 0.248 X OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.002279  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 9.113 % OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: NURSING INFANTS (< 1 YEAR OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.003938 MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT 70: 15.749 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.002654  MG/KG/DAY
THESE NEW TOLERANCES WELL OCCUPY: 10.615 % OF THE ADI.
IF THE NEW TOLERANCES (CURRENT PETITION ONLY)

ARE APPROVED THE RESULTANT TMRC WILL BE: 0.006592  MG/KG/DAY
THE NEW THRC WILL OCCUPY 26.364 X OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000690  MG/KG/DAY
THIS TMRC WILL OCCUPY 2.759 X OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.007281  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 29.124 X OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: MON-NURSING INFANTS (< 1 YEAR OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.007981  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 31.924 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.004609  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 18.434 % OF THE ADI.
IF THE NEW TOLERANCES (CURRENT PETITION ONLY)}

ARE APPROVED THE RESULTANT TMRC WILL BE: 0.012390  MG/KG/DAY
THE NEW TMRC WILtL OCCUPY 50.358 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000790  MG/KG/DAY
THIS TMRC WILL QCCUPY 3.157 X OF THE ADI.

1F ALL PENDING TOLERANCES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED
THE RESULTANT TMRC WILL BE: 0.013379  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 53.515 % OF THE ADI.
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w19
OFFICE OF
PESTICIDES AND TOXIC
SUBSTANCES
MEMORANDUM

SUBJECT: Request for Expedited Estimate of the Dietary Exposure to
Myclobutanil (Rally/Nova) in/on Cherries, Nectarines,
and Peaches

EPA Pesticide Petition No. 9F3811
EPA Registration Nos. 707-215 and 707-221 Jpﬂnff
FROM: Anne E. Lindsay, Director élw—*‘f’7<ﬂk

Registration Division (H-7505C)

TO: Penny A. Fenner-Crisp, Director
Health Effects Division (H-7509C)

Rohm and Haas Company submitted a Petition for a Permanent
Tolerance in/on Stone Fruit on September 19, 1989. The data that
was submitted in support of the permanent tolerance contained
residue data from Craven Laboratories. Since EPA is no longer
accepting data from Craven Laboratories in support of petitions for
permanent tolerances, Rohm and Haas reanalyzed crop samples from
the original submission to support their request for tolerances.
The Health Effects Division reviewed the data and recommended in
favor of the proposed tolerance of 2 ppm for residues of
myclobutanil and the free and bound forms of its metabolite in
peaches and nectarines. However, they recommended that the
proposed tolerance of 5 ppm for residues in cherries be reduced to
4 ppm and that the petitioner submit a revised Section F reflecting
this.

I am requesting that an expedited estimate of the dietary
exposure to myclobutanil in/on cherries, nectarines, and peaches be
performed by November 7, 1991 so that a decision can be made prior
to the upcoming growing season. This 1is the only action needed
before concurrence on the FR Notice can be obtained. If you are
unable to meet this date or if this will adversely impact other
actions, please contact me.

g{, Printed on Recycled Paper
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OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

Memorandum

Subject: PP#9F3811: Myclobutanil (Rally/Nova) in/on Peaches, Cherries, and Nectarines,
Impact of Craven Analytical Data on Registrations and Evaluation of Amended
Label. MRID# 419701-00, -01, -02. CBTS# 8409. DP Barcode# D167767.

From: Robert Lascola, Chemist W é y

Chemistry Branch, Tolerance Support
Tolerance Petition Section III
Health Effects Division (H7509C)

Through: R. S. Quick, Acting Branch Chief ) -
Chemistry Branch, Tolerance Support I M/f G/Mk,

Health Effects Division (H7509C)

To: Julie Fairfax/Susan Lewis, PM 21
Fungicide-Herbicide Branch
Registration Division (H7505C)

This review has been expedited at the request of Anne Lindsay, in a letter to Penny Fenner-
Crisp, dated 10/24/91. The administrative due date is 11/1/91.

Introduction

In response to EPA’s (Linda Fisher’s) letter dated 2/27/91, which requested information on ail
data generated at Craven Laboratories, and a subsequent letter dated 6/20/91, which requested
alternate data which could support continuation of existing registrations/tolerances until
replacement data could be generated, Rohm and Haas Company has submitted information
concerning myclobutanil, RH-3866 [a-butyl-a-(4-chlorophenyl)-1H-1,2,4-triazole-1-
propanenitrile]. The information is contained in three documents: a data binder containing a
revised Section B and D (MRID# 417901-00), and two studies containing non-Craven residue
data on cherries (417901-01) and peaches (417901-02). This information was required because
the Agency has received allegations concerning the reliability of certain residue and
environmental fate studies conducted by Craven Laboratories. Before the issues surrounding the
validity of data generated by Craven Laboratories are resolved, the Agency will not rely on
Craven data for regulatory decisions.



Under 40 CFR 180.443(a), tolerances are currently established for the combined residues of RH-
3866 and its metabolite [a-(3-hydroxybutyl)-a-(4-chlorophenyl)-1H-1,2,4-triazole-1-
propanenitrile], RH-9090, (free and bound) in/on apples (0.5 ppm) and grapes (1.0 ppm).
Under 40 CFR 180.443(b), tolerances are currently established for the combined residues of RH-
3866, RH-9090, and the diol metabolite (o-(4-chlorophenyl}-a-(3,4-dihydroxybutyl)-1H-1,2,4-
triazole-1-propanenitrile) {RH-0294] in milk (0.05 ppm). Under 40 CFR 180.443(c), tolerances
are currently established for the combined residues of RH-3866 and RH-9090 (free only) in/on
the following commodities: the meat, fat and meat byproducts (except liver) of cattle, goats,
hogs, horses and sheep (0.05 ppm); the liver of cattle, goats, hogs, horses and sheep (0.3 ppm);
and eggs (0.02 ppm); Under 40 CFR 185.4350, a food additive tolerance has been established
for the combined residues of RH-3866 and RH-9090 (free and bound) in/on raisins (10 ppm).
Under 40 CFR 186.4350, feed additive tolerances have been established for the combined
residues of RH-3866 and RH-9090 (free and bound) in/on apple pomace (wet and dry) (5 ppm);
grape pomace (wet and dry) (10 ppm); and raisin waste (25 ppm). Temporary tolerances have
been issued for the combined residues of RH-3866 and RH-9090 in/on the foliowing
commodities: cucurbits (0.5 ppm) (PP#9G3765), pome fruits (except apples) (0.5 ppm)
(PP#9F3812), almonds (0.1 ppm) and almond hulls (2 ppm) (PP#9G3786), and stone fruits (2
ppm) (PP#8G3680). Tolerances are pending for plums (1 ppm), dried prunes (6 ppm), and the
crop group stone fruits (2 ppm, except cherries, 5 ppm) (PP#1F3954/FAP#1HS608).

The most recent review of this petition (see W.T. Chin memo of 11/6/90) stated that the only
remaining deficiency concerned the submission of a revised Section B proposing a zero-day PHI.
This review of non-Craven data will also include consideration of the satisfaction of this
outstanding deficiency.

Conclusions

1. Adequate non-Craven field trial data has been submitted to replace previously submitted
Craven data and to support the proposed tolerance for myclobutanil of 2 ppm in/on
peaches and nectarines. No EPA action is necessary concerning this proposed tolerance.

2. Adequate non-Craven field trial data has been submitted to replace previously submitted
Craven data for cherries. However, this data does not support the proposed tolerance
of 5 ppm. We request the petitioner to submit a revised Section F proposing a tolerance
of 4 ppm for the combined residues of myclobutanil and the free and bound forms of its
metabolite RH-9090 in/on cherries.

3. The remaining non-Craven-associated deficiency connected with this petition, i.e. the lack
of an explicitly stated PHI restriction for peaches, nectarines, and cherries, has been
adequately resolved.



Recommendations

Issues surrounding the validity of data generated by Craven Laboratories will not affect the
proposed tolerances for myclobutanil on peaches, nectarines, and cherries. CBTS recommends
in favor of the proposed tolerance of 2 ppm for residues of myclobutanil and the free and bound
forms of its metabolite RH-9090 in peaches and nectarines. CBTS recommends against the
proposed tolerance of 5 ppm for residues of myclobutanil and the free and bound forms of its
metabolite RH-9090 in cherries, for the reason outlined in Conclusion 2.

Detaited Considerations
Peaches and Nectarines (MRID# 417901-02)

Rohm and Haas has reanalyzed some peach samples originally analyzed by Craven Laboratories,
and has also submitted new field trial data compiled in GA and CA during 1988, 1989, and
1991. Concerning the reanalyzed samples, in their cover letter, Rohm and Haas states that in
a 4/11/91 meeting the EPA agreed that

Because crop samples to be re-analyzed by Rohm and Haas were to be from the original petition,
and because of the time elapsed between the EPA request for replacement data and the submission
of the original petition, an allowance would be made for the storage stability on these samples.
Results from analyses of crop samples which were re-analyzed would not be rejected solely on
the basis of storage duration.

CB has stated (M. Flood, memo of 5/7/91) that "We did say that we would be flexible in our
interpretation of storage stability data, e.g., in translating data from one crop grouping to
another...” Accordingly, we will consider the suitability of the existing storage stability data
to cover the storage intervals associated with the resubmitted data.

In a previous review of this petition, (see W.T. Chin, 8/2/90), the storage stability patterns for
apples and grapes were considered adequate to describe the fate of myclobutanil in stone fruits.
These data, which were generated at Rohm and Haas’' Spring House, PA, laboratories (i.e. not
at Craven Labs), indicate that myclobutanil residues do not degrade over a 3% year period, as
summarized in Table 1.

The reanalyzed samples submitted as repicement data were in frozen storage (at Rohm and Haas’
Spring House labs) for 1389 - 1468 days, or slightly over 4 years. If no decrease in residue
levels was observed for samples stored for 32 years in a frozen condition, it is reasonable to
presume that residues would not degrade significantly over a four-year period. Therefore, CBTS
considers the existing storage stability data to be adequate to cover the storage intervals involved



Table 2. Mydobutanil Residues in Peaches - Reanalyzed Data.'
Trial ID State # Appl./Rate | Total Applied SAIX (days)? PHI Total Residue

(Ibs ai/A) (Ibs ai/A) (days) (ppm)®
870165 AR 9/0.19 1.71 1464 7 0.32 (0.23)
870235 CA 7/0.19 1.33 1417 - 1423 7 0.45 (0.41)
§7-0243 NC 10/ 0.19 1.90 1426 7 1.53 (1.2)
£7-0274 PA 87020 1.60 1389 7 0.91 (0.69)
§7-0490 CA 9/0.19 1.71 1406 7 0.38 (0.3)
87-0172 CA 710.19 1.33 1468 0 0.91 (0.82)
1437-1461 7 0.60 (0.34)
1430 14 0.45 (0.2%)

1424 20 0.22 (--)

1 - Reanalysis of samples originally analyzed by Craven Laboratories. Data generated using 60DF formulation,

2 - Sample to Analysis Interval.

3 - Combined residues = RH-3866 + RH-9090; reported numbers represent the average of 2 measurements.
Values in parentheses are the originally reported values.

reanalyzed data, generated from field trials using the 60DF formulation, indicate that the
proposed tolerance of 2 ppm for myclobutanil residues on peaches and cherries is appropriate.
However, since the petitioner wishes to register the 40W formulations, bridging data is needed.
Such data is included in the new field trials reviewed below.

The use rates for the new field trials summarized in Table 3, except No. 91-0033, are equal to
or greater than the rates specified on the label, i.e. 1.0 - 2.4 oz a.i./A/application (0.0625 - 0.15
Ibs a.i./A), with no more than 1.3 lbs a.i./A/season. Calibration curves and chromatograms for
each data point were submitted; these support the results claimed by the petitioner. As stated
above, it had already been determined that residues were stable for up to 3'% years in frozen
matrices. These samples were analyzed within that time frame.

The 1988 field trials are intended to be bridging studies showing the similarities of residue levels
resulting from use of the 40W, 60DF, and 2E formulations. It can be seen that for similar
application rates the use of each formulation gives rise to similar residue levels. Therefore, data
generated with the 60DF formulation supports registration of the 40WF formulation. We also
note that an application rate equal to the maximum label rate was used for these bridging studies.
The resulting residue levels are consistent with the reanalyzed residue levels, further supporting
the proposed tolerance.

The 1989 field trials compare residues resulting from low volume and high volume ground
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application of myclobutanil. These show that residue levels are comparable for these two modes
of application and are consistent with the previously discussed results. The 1991 trial compares
aerial and ground application. The use rates involved (2 applications of 0.125 Ibs a.i./A each)
are too small to support the proposed use. They seem to indicate that aerial and ground
application result in similar residues; however, there is not enough data to fully support this
decision.

Table 3. Myclobutanil on Peaches. New Field Trial Results. (PHI = 7 Days)
Trial ID | State | # Appl. / Rate | Total Applied Formu- SAI Total Residue
(lbs ai/A) {lbs ai/A) lation (days)! (ppm)*
880142 | GA 7/0.19 133 60DF 1111 0.30
880143 GA * " 2E 1111 0.34
88-0144 GA " " 40w 1121 0.22
88-0249 GA " - 2E 1081 0.15
88-0250 GA " " 40W 1081 0.16
#8-0251 GA " " 60DF 1081 0.31
89-0163 GA " " 40w 733 0.23°
0.29¢
89-0319 | CA y " . 709 0.28*
0.434
91-0033 CA 2/0.125 0.250 " 46 0.09°
0.21°

1 - Sample to Analysis Interval. 2 - Combined residues = RH-3866 + RH-9090.
3 - Application Volume: 50 gal/A. 4 - Application Volume: 250 gal/A.
3 - Aenial application. 6 - Ground Application.

The combined results in Tables 2 and 3 constitute adequate non-Craven field trial data to
replace previously submitted Craven data and to support the proposed tolerance of 2 ppm for
myclobutanil in/on peaches and nectarines. Geographical representation is adequate. All field
trials show that the proposed tolerance will cover residue levels which result from application
of myclobutanil at the proposed rate. No EPA action is necessary concerning the proposed
tolerance on peaches and nectarines.
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60DF, and 2E formulations. Therefore, these data support use of the data from Table 4, which
were generated using the 60DF formulation. However, since the data in Table 5 were generated
from samples taken at a 14-day PHI, these data can not be considered as relevant to the
proposed tolerance (which is based on a 7-day PHI). Also, the data from PA and ID indicate
that similar residue levels will result from the use of high-volume or lower-volume applications.
The data from PA were generated with the appropriate formulation applied at the maximum
proposed rate, and with a 7-day PHI.

In W.T, Chin’s 11/6/90 memo, one remaining deficiency was noted in connection with the
petition (before the issue of Craven-generated data was raised). The petitioner was requested
to submit a revised Section B reflecting a zero-day PHI proposal for peaches, nectarines, and
cherries. Previous labels had not noted any restriction, which the petitioner felt implied a zero-
day PHI. The petitioner has now submitted a Section B with a 7-day PHI explicitly indicated
on the label. CBTS considers this defictency resolved.

Table 5. Myclobutanil on Cherries. New Field Trial Results. (PHI = 14 Days)'

Trial ID | State | # Appl. / Rate | Total Applied Formu- SAI Total Residue
(Ibs ai/A) {(Ibs ai/A) lation (days)y (ppm)®
88-0124 CA 5/0.19 0.95 60DF 1105 0.210
88-0125 CA b " 2E 1143 0.532
88-0126 CA " " 40W 1105 0.207
B8-0197 WA ) " " 40W 1080 0.139
88-0198 WA " " 60DF 1106 0.266
88-0199 WA " " 2E 1110 0.169
89-01238 PA 6/0.19 1.14 40w 744 0.454*
744 0.338°
90-0023 ID " ) " 744 0.603°
748 0.885’

- PHI = 7 days for Trial No. 89-0128 (PA).

- Sample to Analysis Interval. 3 - Combined residues = RH-3866 + RH-9090.
- Application Volume: 180 gal/A. 5 - Application Volume: 50 gal/A.

- Application Volume: 250 gal/A. 7 - Application Volume: 42 gal/A.

L= S~ S

With the revised Section B we have reevaluated the field residue data on cherries, and CBTS
no longer feels that the 5 ppm tolerance is in keeping with our policy of setting the lowest
reasonable tolerance for a pesticide. The original tolerance request was based on a O-day PHI,
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and a maximum observed residue level of 3.33 ppm in cherry samples {(see W. T. Chin memo
of 8/2/90). However, the petitioner is now proposing a 7-day PHI, and the residue levels are
correspondingly lower. The field residue data will support a proposed tolerance of 4 ppm in
cherries. Therefore, we request the petitioner to submit a revised Section F proposing a
tolerance of 4 ppm for the combined residues of myclobutanil and the free and bound forms of
its metabolite RH-9090 in/on cherries.

ce:  R. Lascola, M. Flood, R. Quick (CBTS); Pat Bagley (H7505C); J. Kariya (DES)
Circulation (7), Myclobutanil SF; Craven SF, RF, PP#9F3811, C. Furlow (PIB/FOD).
RDI: P.V. Errico:10/31/91; R. Loranger:10/31/91.
H7509C:CBTS:R. Lascola:rjl:557-1478:CM#2:Rm 803C:10/24/91
[®): Disk3\CRAVEN\MYCLOB1.TXT
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CASE: 194433 DATA PACKAGE RECORD DATE: 11/05/91
SUBMISSION: 5401168 BEAN SHEET ’ , Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: TOLERANCE PET ACTION: 268 GENRL CORRES-TOLERANCE

CHEMICALS: 128857 alpha-Butyl-alpha-(4~chlorophenyl)-1H-1,2,4- triaz %
\

ID#: 9F03811

COMPANY: ROHM AND HAAS

PRODUCT MANAGER: 21 SUSAN LEWIS 703-557-1900 ROOM: CM2 227
PM TEAM REVIEWER: JULIE FAIRFAX 703-557-7390 ROOM: CM2 223
RECEIVED DATE: 07/26/91 DUE OUT DATE: 11/23/91

* % % DATA PACKAGE INFORMATION * * *

DP BARCODE: 170830 EXPEDITE: Y DATE SENT: 11/05/91 DATE RET.: /S 7/
CHEMICAL: 128857 alpha-Butyl-alpha-(4-chlorophenyl)-1H-1,2,4- triazole-l1l-pro
DP TYPE: 001 Submission Related Data Package

ADMIN DUE DATE: 02/03/92 CSF: N LABEL: N
ASSIGNED TO DATE IN DATE OUT
DIV : HED / / /S
BRAN: SACB /7 / /
SECT: DES / / //
REVR : /S /S
CONTR: / / /7

# % % DATA REVIEW INSTRUCTIONS * * *

ATTN: JIM KARIYA - AS DISCUSSED WITH SUSAN LEWIS ON
11/4/91, WE ARE REQUESTING THAT AN EXPEDITED ESTIMATE OF THE
DIETARY EXPOSURE TO MYCLOBUTANIL IN/ON PEACHES, NECTARINES,
AND CHERRIES BE COMPLETED BY 11/7/%1. THE FR NOTICE IS
READY FOR CONCURRENCE EXCEPT FOR THE INFORMATION NEEDED FROM
THE DRES RUN. WE ARE ON AN EXPEDITED SCHEDULE FOR THE
GRANTING OF THESE TOLERANCES. IF YOU NEED ANY FURTHER
INFORMATION PLEASE CALL JULIE FAIRFAX AT 557-7390.

* * *x ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION #* * *

DP BC BRANCH/SECTION DATE OQUT DUE BACK INS CSF LABEL
167767  TSCB 08/19/91 11/17/91 ¥ N Y
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November 4, 1991

is. Susan Lewis (PM-21)

Registration Division (H7505C)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Document Processing Desk (Amendment)
Room 266A, Crystal Mall #2

1921 Jefferson Davis Highway
Ariington, VA 22202

Dear Ms. Lewis:

SUBJECT: RALLY® 404 Agricultural Fungicide in 4 oz. Water
Soluble Pouches
(EPA Reg. No. 707-215)
NOVA® 40W Agricultural Fungicide in 5 0z. Water
Soluble Pouches
{EPA Reg. No. 707-221)
Amended Petition for Permanent Tolerances for Myclobutani?
on Peaches, Nectarines, and Cherries (PP 9F3811)

Submitted with this letter is an amendment to the Tolerance Petition for
RALLY® and NOVA® Fungicides. The amendment revises only Section F of the
petition and only the proposad permanent tolerances for myclobutanil in
or on the raw agricultural commodity of cherries (sweet and sour). We
request that the Tolerance for cherries be reduced to 4.0 ppm from 5.0
ppm. Proposed Tolerances for peaches and nectarines are not affected.
You requested this amendment based on a review by the CTSB and asked
that we submit it as soon as possible.

Residue aralyses for this petition were accepted by EPA/CTSE in full
support of the petition and the Permanent Tolerances, as amended.

Three copies of an amended Section F (proposed tolerances) are included
to support pesticide petition (9F3811). There is no additionail
information required to support the amended uses for these products
(707-215 and 707-221).
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Ms. Susan Lewis -Page 2-

Myclobutanil Registration (bP 9F3811)

No new tolerance fee required. All data previously submitted to support
PP 9F3811 were approved by EPA and no data requirements are outstanding.

Please notify the Rohm and Haas Company when this amendment is received.

As always, if you require additional information please call me at (215)
592-3581.

Best Kegards,

T /_,_ A
e / [ 41l
Richard D. Costlow, Ph.D., D.A.B.T.
Product Registration Manager

Agricultural Chemicals Registration
and Regulatory Affairs Department

Attachment
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Section F

Amended Proposed Tolerances for PP 9F3811

Based on data previously presented for this petition regarding measured
residugs of myclebutanil [alpha-butyl-alpha-{4-chlorophenyl)~1H-1,2,4-
triazele-1-propanenitrile], and both the free and bound forms of its
metabolite [alpha-(3-hydroxybutyl)-alpha-{4-chlorophenyl)-1H-1,2,4-
triazole-l-propanenitrile] the Rohm and Haas Company requests that the
permanant tolerances be amended to reflect:

Peaches and Nectarines .........  esistreves 2.0 ppm*
Cherries (Sweet and Sour) ........ccooeuuns 4.0 ppm**
* This tolerance was proposed previously in Pesticidge Petition

9F3811 and was approved.

** This tolerance is the amended proposal for Pesticide
Petition 9F3811 and was recommended by CTSB/EPA based on the
data for a 7 day THI. :
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